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I, Gary Hoffman, declare as follows: 

1 . I am the third joint inventor for this application. 

2. While the claims of this application have been rejected based on the patent of Senior, 
the disclosure of the application starts from a technology actually quite different from that of 
Senior. Characteristic of this difference is Senior's provision of its bibulous member 16 
protruding out of the housing. When the bibulous member is placed in a urine stream, it is 
quickly soaked. Senior has correctly chosen to display this version in its drawings, because 
versions such as suggested in paragraph a. in col. 5 of Senior would tend to shield the bibulous 
member from a urine stream, 

3. This application references in its BACKGROUND a quite different technology, that 
of drug testing using an immunoassay method called antigen- antibody competitive binding. 
Characteristic of this technology is the measured application of only a few drops of urine. This 
dropwise application of the urine is disclosed in the specification in the first paragraph of the 
DETAILED DESCRIPTION OF THE INVENTION. 

4. Attached hereto are Exhibits 1 to 5 demonstrating five different instances of the type 



of technology forming the starting point for this application. These are as follows; 

Exhibit 1 - Pages 1-4 of a document entitled "AccuSign DOA 4, THC/OPI/COC/AMP" bearing 

copyright notice dated 1996; 

Exhibit 2 - Pages 1-4 of a document entitled "AccuSign BAR", also bearing copyright notice 
dated 1996; 

Exhibit 3 - Front and back of a leaflet headed "Drug Test Resources International", likewise 
concerning AccuSign DOA 4 and bearing a 1996 copyright notice; 
Exhibit 4 - One-sided, undated leaflet headed "Visaline II"; and 

Exhibit 5 - Copies of the packages of several kits labeled HOME DRUG TEST and their 
instruction leaflets. 

5. Exhibit 1 is noteworthy for the correspondence of the terminology in its section 
Principle on its page 1 with the terminology in the BACKGROUND section of this application. 

6. All of the exhibits direct that 3 drops of urine be applied, this being a standard for this 
■techology. All of the exhibits provide either a dropper or a pipette for transfer of the urine 

sample into the sample well. In each of the exhibits, the sample receiving area is clearly a well, 
and Exhibit 1, for instance, calls it a "well" in the section Test Protocol on its page 2. 

7. The chart at the top of page 2 of Exhibit 1, for instance, explains that appearance of 
a line lor a particular drug in this starting technology is a negative indication, i.e. the drug is 
not present in amounts above the cutoff level. 

8. A characteristic of this technology is that the sample collection location must not be 
flooded with urine, as in Senior, because this leads to false positives by washing out the lines 
that would otherwise indicate negative readings. 
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t inventor group, rather than the me of the in at tie time 

]. while the provision of a cap to cover Senior's wet. protruding member 16 is 
raj the present group of inventor* which perceived the 
advantages of such for the different technology from which the present invention arose. 

11. A difference between the present invention and Senior concerns *« problem wuh 
putting a op on Senior's ten. Because the bibulous material c.n be » flexible (especially when 
wet) there often it difficulty Hipping the »p on without bending the material. It's like threading 
a needle by holding the ton ad still and moving the needle 

12. All statements made herein of my own knowledge are true and all statements made 
on information and belief are believed to be true; such statements were made with the knowledge 
that willful false statements and the like so made are punishable by fine or imprisonment, or 
both, under Section ICOl of Title 18 of the United States Code and may jeopardia: the validity 
Of th 
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CONTROL (VALIDATION) LINE (C). 

The Control/Validation line indicates: 

I . If the proper amount of sample was us< 



AccuSign' 
DOA 4 j 



wed properly. I 
est is NOT VALID. : 
vice, and follow , he • 
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THC (-) 
OPI (-) 
COC (-) 



THC (-) THC< + ) THC (-) INVALID 

OPI (-) OPI (-) OP! (+) 

COC (-) COC (+) COC (-) 

AMP (+) AMP (-) AMP (-) 



Materials Provided 



refrigerated (2-S'C) or frozen. Specimens should be brought to room 

Specimens containing a large amount of particulate matter may give 
inconsistent test resulls. These specimens should be clarified by 

Test Procedure 



xuSign : " DOA 4 device. The ie: 



niibody-dye conjugate in 



Precautions 

diagnostic use only. 



Test Protocol 

1. For each test, open one AccuSign~ DOA 4 
pouch and label the AccuSign 1 " device with the 
patient ID. 

2. Holding the dropper vertically, dispense 3 full 
drops (150 u.L) of the urine sample into the 
Sample well. 

3. Read the result after 5-10 minutes. 

Interpretation of Results 

Negative: Thcappearanceolarcodish-purpleConlrolline(C)and 



e and specific drag line may noi be equal. A negative 
not indicate the absence of drug in the sample- it indict 



Storage and Stability 

The AccuSigtT DOA 4 test tit should be stored at 2-3CTC (35-86'F) 



Specimen Collection and Preparation 

Approximately 1 50 uL of urine sample is required for each lest. Fn 
:d in a clean glass or plasciccomainer 



Specimens should be co 
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provide any indication of the level of intoxication or urina. 
tration of the drug in the sample; it indicates only that 1 
contains drug above the culog level in qualitative term,. 
Invalid: A distmci Control linu (C) should always appear 
invalid if no Control line forms at the C position. Such test; 
repeated with a new AccuSign™ DOA 4 test device. 
Examples of possible results are shown in the diagram ab 
1 DNIS:2731254 • csiD:Dan Sullivan Jr. • DURATION (mm.ss|:2202 
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Presents the AccuSigri" doa Series 

due-Step Bras Test 
Results in Qnlq a-5 Hmures 

6 Easy to Head Color 

6 Highly Sensitive 

6 Built-in Test Control 

6 Ho Refrtgeralion 

d> Eliminates liming 

6 Simultaneous Tesnnq 
Capability of Multi-Drugs 



Tests are available in single or multiple test panels for the following drugs: 

fimpheramines Cocaine PCP 
Barbirurafes MefhampHeramines THC [Marijuana] 
Benzodiazepines Movghine /Opiates 




Watch us for More Tests & New Technology, 



AccuSigrf doa Series 



Test Procedure 




1. Using ttie plastic pipetre. add 3 drops of urine 
sample to the Sample Well. 

2. Dead results in 2 to 5 minutes [within 10 minutes]. 

3. Interpret Test Results Window: 

• CDNIHOL LIKE - (t colored line indicates 

the test is complete and the system has marked 
prdperlo. 

• NEGRTLVE - II colored line for the specific drug 
indicates the test is negative and the drug was 
HOT DETECTED. 

• POSITIVE - Nil colored line for Itie specific drug 
indicates the test is positive and.the drug 

IMS DETECTED. 

lests Manufactured tin Princeton BioMerJitech Corporation 



Samples 



THC (■) negative THC (+) positive 

Opiates (-) negative Opiates (-) negative 

Cocaine (-) negative Cocaine (+) positive 

Amphetamines (-) negative Amphetamines (-) negative 



For information or to place an order call: 

UNIVERSAL DRUG TEHMQ 



Visualine II 



AVITAR TECHNOLOGIES, INC. 

produces, markets and distributes medical devices for 
the health care industry. 

Avitar now distributes rapid Tests tor Drug Abuse 
that are: 

• accurate 
■ sensitive 

• simple to use 

The Visualine'" II tests' which have FDA approval to 

• Cocaine 

• Morphine 

• Cannabinoids (THC) 

• Benzodiazepines 

The lesls are composed of preformulaled dry reagents 
arranged on a porous membrane support in a convenient 
cassette. To perlorm Ihe tests, just add a tew drops of urine lo 
the sample well ot the device and wait five minutes. Results 
are then easily read in Ihe results window as Ihe presence or 
absence ol a red line. A built in reterence control ensures thai 
the sample has been added and thai the test is effective. The 
tests are based on Ihe newesl lateral How micro-particle 
immunoassay technology and have been evaluated in clinical 
trials at a major university. The Visualine" II tests are 
designed to meet NIDA proposed culoft levels. 

approval lo market. 



One Step Drug Screening Test 




Simple to use and simple to reid. 



For information contact customer service at 
1.800.255.0511 

AVITAR TECHNOLOGIES, INC. 

65 Dan Road, Canton, Massachusetts 02021 
Cv-H r H, ,-r ^ 
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